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PACKAGE LEAFLET: INFORMATION FOR USER

Airest 50/500 mcg Capsair

inhalation powder

Do not swallow. For oral inhalation only.

e Active substances: Each single dose of AIREST contains
50 micrograms of salmeterol (as salmeterol xinafoate) and
500 micrograms of fluticasone propionate.

e Excipients: Lactose

Read all of this leaflet carefully before you start taking this medicine
because it contains important information for you.

* Keep this leaflet. You may need to read it again.

o If you have any further questions, ask your doctor or pharmacist.
 This medicine has been prescribed for you only. Do not pass it on to
others.

o Whenever you refer to a doctor or hospital, tell it to your doctor if you
are taking this medicine.

e Adhere strictly to these instructions. Do not use this medicine at lower
or higher doses than recommended.

What is in this leaflet?

1. What AIREST is and what it is used for?

2. What you need to know before you use AIREST?
3. How to use AIREST?

4. Possible side effects?

5. How to store AIREST?

1. What AIREST is and what it is used for?

AIREST contains two medicines, salmeterol and fluticasone propionate.
Salmeterol is a member of a group of drugs called bronchodilators which
relaxes muscles in the airways of the lungs and expands them.
Fluticasone belongs to a group of drugs called corticosteroids.

Since fluticasone has anti-inflammatory effect, it reduces the swelling
and sensitivity on the walls of the airways in the lungs and relieves
breathing problems.

AIREST 50/500 mcg is presented in blister packaging containing
60 inhaler capsules and contains 1 inhalation device.

AIREST is used in the following situations:

« For improve and control of asthma symptoms. It is given in the
step-by-step treatment of asthma disease from 3.step.

e In patients with moderate or severe COPD (chronic obstructive
pulmonary disease), reducing symptoms and frequency of attacks.

2. What you need to know before you use AIREST?

Do not take AIREST

If;

¢ You are allergic (hypersensitive) to salmeterol, fluticasone or to the
other ingredients-lactose.

Take special care with AIREST in the conditions listed below:

¢ Do not use AIREST to relieve suddenly occur of symptoms, always
keep medicines that you use for such cases.

e Tell your doctor if you have increased the use of a short-acting
bronchodilator, this situation indicates that asthma control is getting
worse.

 Inform your doctor if your asthma worsens suddenly or progressively.
¢ Do not interrupt your medication without consulting your doctor, and
AIREST-therapy-should-be tapered- progressively under-the-supervision
of a doctor.

e There is an increased probability of pneumonia development in COPD
patients receiving AIREST.

« If you have active and latent pulmonary tuberculosis, inform your
doctor, your doctor may want to make changes to your treatment.

« Tell your doctor if you have thyrotoxicosis (situation occurs thyroid
gland excess hormone secretion), your doctor may want to change your
treatment.

¢ AIREST may cause high blood pressure and increased heart rate when
administered at high doses from treatment doses, so if you have any
cardiovascular disease tell your doctor. Your doctor may want to make
changes to your treatment.

« If AIREST is taken at higher treatment doses, it may lead to a decrease
in the levels of blood potassium, so if your potassium level is low or you
are inclined to this, tell your doctor, and your doctor may want to make
changes to your treatment.

¢ Cushing syndrome due to its corticosteroids (fat accumulation in the
back, roundness of the face, excessive hair growth and especially bone
loss in the waist and pelvis bones), especially when used for long periods
at high doses,

e It may lead to growth retardation in children and adolescents.
Therefore, the height of children taking AIREST for a long time should
be regularly monitored.

* Some patients may be more susceptible to inhaled corticosteroids, so
your doctor will closely observe you when you are being treated for
corticosteroids from oral corticosteroids.

 After starting the treatment of fluticasone propionate at the inhalation,
you will have a warning card next to you indicating that you may need
additional treatment during stress periods.

« AIREST may increase the level of blood sugar, so if you have diabetes,
inform your doctor. Your doctor may want to make changes to your
treatment.

 If you are using ritonavir (a medicine against viral infection), tell your
doctor, your doctor may want to make changes to your treatment.

* Your doctor may want to follow you in the first 3 months of your
treatment for possible side effects with asthma.

If these warnings is valid even at any time in the past, please consult
your doctor.

Using AIREST with food and drinks:
There is no interaction with food and drinks due to the use of AIREST.

Pregnancy

Consult your doctor or pharmacist before using this medication.

If you are pregnant or planning to become pregnant, talk to your doctor
before using AIREST

If you notice that you are pregnant during your treatment, consult your
doctor or pharmacist.

Breast-feeding

Consult your doctor or pharmacist before using this medication.

Use it only if your doctor decides it is necessary during the breastfeeding
period because experience with the use of Salmeterol and Fluticasone
during breastfeeding is inadequate.

Driving and using machines
AIREST is not expected to influence your ability to drive and use
machines.

Important information about some of the ingredients of AIREST
AIREST contains lactose. There is no need for any warning because the
route of administration of AIREST is inhalation.

Other medicines and AIREST

If you are using selective or non-selective beta blockers (heart
medications), ritonavir (a drug used against viruses), ketoconazole
(a drug acting against the fungi) and drugs that inhibit the metabolism
enzymes P450 3A4 (like ketoconazole), inform your doctor and the
doctor may want to make changes to your treatment.

Please inform your doctor or pharmacist if you are using or have
recently used any medicine with or without a prescription.

3. How to use AIREST?

Instructions for proper use and dose / application frequency:

Asthma treatment:

Adults and adolescents 12 years and older:

1 inhalation twice a day (inhale to the lungs with breath) (50 microgram
salmeterol and 500 microgram fluticasone).

For adults 18 years and older:

Your doctor may recommend taking 2 doses of your medication twice
daily (up to 14 days with inhalation).

In chronic obstructive pulmonary disease (COPD):

Adults: 1 inhalation twice a day (inhaling with lungs) (50 microgram
salmeterol and 500 microgram fluticasone).

Route and method of administration:

AIREST is administered via oral inhalation only.

Medicine reaches the lungs when you breathe through the inhaler.
Therefore, it is important for you to breath deep and powerful through
the mouth piece of the inhaler.

The use of the inhaler will be shown to you by your doctor or other health
care provider.

If AIREST is intended for a child, the application should be supervised
by an adult who is able to understand how to use AIREST.

Regular use of the AIREST is essential for full benefit. Even if you feel
better, do not discontinue your treatment.

Do not change the dose of your medicine without telling your doctor.

Do not swallow the capsules. The capsules should only be used with the
inhaler (device) inside the box. This device is specially designed for use
with powder containing capsules for AIREST 50/500 mcg capsair
inhalation.

* The powder in the capsules will be inhaled only.

* Remove the capsules from the foil package immediately before use.

* Make sure your fingers are dry so the capsules do not get wet. Make
sure your fingers are dry to prevent the capsules from getting wet.
* After using your medicine, rinse your mouth thoroughly with water
and spit out the water in your mouth after rinsing. Doing so that reduces
the risk of developing a fungal infection (thrush) in your mouth.
* Do not use the capsules with any other device other than the device
included in the box.

* You should use AIREST on time in everyday, this is helping to
remember that when you are using the medicine.

« It is important to use AIREST regularly according to your doctor’s
instructions

» Consult to your doctor or pharmacist if you have any questions about
how long you should take AIREST.

Detailed information on use is available in the package leaflet. For
correct usage of the inhalation device, observe the following rules
carefully.

Instructions for use the inhaler

Dear User,

The inhaler is for breathing (inhaling) the medicine in the AIREST
inhaler capsule that your doctor prescribed for breathing problems.

The inhaler presented to the market in cardboard box is located in the
protective packaging for safety purposes.

While using AIREST, please do not forget that following
the instructions of your doctor carefully. The inhaler is
specifically designed for inhalation of AIREST inhalation
capsule. It should not be used to take another medicine.

1. Dust cap

2. Mouthpiece

3. Central reservoir
4. Piercing button
5. Base reservoir

1. Pull the dust cap upright to ensure that it is fully opened
with the mouthpiece.

2.Take a AIREST inhalation capsule from the blister

package (should be removed immediately before use) and
| as shown at figure (2), place it in the central reservoir. It
does not matter in which direction of the capsule is placed
in the reservoir.

3. Close the mounthpiece tightly until you heard a “click”
Leave dust cap open.

4.Keep the inhaler device upright and push the piercing
button only single motion, thus holes will be opened in the
capsule and the medicine to be released when you breathe.
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5. Breathe out completely.

Important: Please do not breathe into the mountpiece at
any time.

(®) 6. Lift the inhaler to your mouth and close your lips tightly

0N around the mouthpiece. Hold your head upright and take a

slow and deep breath. Adjust your breathing rate to hear or

feel the capsule vibrating.

@ Take breathe until your lung are full; hold your breath for
a period that will not compel to you and remove the
inhaler from your mouth. Now you can start breathing
normally. Repeat steps 5 and 6 once more, this will ensure
complete emptying of the capsule.

7.Open the mouthpiece again. Turn the device and discard
the used capsule. Use a dry handkerchief or a soft brush to
remove any remaining dust.

) («\—\" Close the mouthpiece and dust cap and leave your device.

NOTE: DO NOT USE WATER to clean the inhaler.

The capsules should not be exposed to extreme temperatures.
AIREST inhaler capsules contains powder small amount, for this
reason, capsules are partially fulled.

Questions and answers about administration

1.How do I prevent the capsules from breaking into small particles?
During the use of the device, the capsules may break and small particles
may escape into your mouth or throat while breathing. You can avoid
this the following by applying:

» Holding the capsules in their original packaging (blister packages)
before use.

» Keeping the capsules at room temperature below 30°C.

By protecting the capsules from moisture.

2. Are capsule particles harmful?
No. Capsule have been made from non-harmful gelatine. Gelatine

particles going down your mouth or throat may be swallowed.

3.How can I take out the capsule stuck in the inhaler device?
Turn the device on, turn it upside down, and gently hit the base.

4.How can I sure if I actually took the truth dose?

* You will understand that the capsule vibrates when you breathe
through the device.

* You will feel the ‘sugar taste’ from lactose in your mouth. You may
feel powder in the back of your throat. This is normal.

5.How can I clean powder in device?

* Use a dry handkerchief or a soft brush to clean

* Do not forget that you do not need washing device.

Different age groups

Use in children: Children 4 to 12 years of age is using for inhalation
powder of AIREST 50/100 micrograms capsule. There is no data
available for children under 4 years of age.

Use in the elderly:
The dose adjustment is not necessary.

Special population:
Renal/Hepatic impairment: The dose adjustment is not necessary for

patients with renal or hepatic impairment.

If you have an impression that the efficacy of AIREST is too strong or

weak, talk to your doctor or pharmacist.

If you use more AIREST than you should:
If you use more AIREST than you should, talk to your doctor or

pharmacist.

If you forget to use AIREST:
If you forget to use AIREST, you will take the next dose on time.

Do not take a double dose to make up for a forgotten dose.

Effects that may occur when treatment of AIREST ends:

In patients with asthma, AIREST treatment should not be suddenly
discontinued, and the dose of treatment should be progressively reduced
under the supervision of a doctor. This can worsen your breathing
problems and rarely cause serious side effects. These include that
following:

 Stomach pain

« Tiredness and appetite lost

* Nausea and vomiting

¢ Weight loss

* Headaches and dizziness

* Decreased potassium levels in your blood
* Low blood pressure and seizures

In patients with COPD, discontinuation of treatment may lead to
symptomatic decompensation (inability to operate the organ), and the
treatment should be discontinued under the supervision of a doctor.

4. Possible side effects

Like all medicines, AIREST may cause side effects, although not
everybody gets them. To reduce the chance of side effects, your doctor
will prescribe the lowest dose of AIREST to control your asthma

Very Common (affects more than 1 person in 10)
» Headache - this usually gets better as treatment continues.
« Increased number of colds have been reported in patients with COPD.

Common (affects less than 1 person in 10)

 Thrush (sore, creamy-yellow, raised patches) in the mouth and throat.
Also sore tongue and hoarse voice and throat irritation. Rinsing your
mouth out with water and spitting it out immediately after taking each
puff may help. Your doctor may prescribe an antifungal medication to
treat the thrush.

* Tremor and rapid or irregular heartbeat (palpitations) - these are
usually harmless and diminish as treatment continues.

* Muscle cramps.

The following side effects have also been reported in patients with
Chronic Obstructive Pulmonary Disease (COPD):

* Pneumonia and bronchitis (lung infection). Tell your doctor if you
notice any of the following symptoms: increase in phelgm production,
change in phelgm colour, fever, tremor, increased cough, and increased
breathing problems.

* Bruising and fractures.

* Inflammation of sinuses (a feeling of tension or fullness in the nose,
cheeks and behind the eyes, sometimes with a throbbing ache).

* A reduction in the amount of potassium in the blood (you may get an
uneven heartbeat, muscle weakness, cramp).

Uncommon (affects less than 1 person in 100)
* Rash.
* Very fast heartbeat (tachycardia).

Rare (affects less than 1 person in 1000)

Allergic reactions: you may notice your breathing suddenly gets worse
after using AIREST. You may be very wheezy and cough. You may also
notice itching and swelling (usually of the face, lips, tongue, or throat).
If you get these effects or if they happen suddenly after using
AIREST, tell your doctor or contact the emergency department of your
nearest hospital.

* AIREST may affect the normal production of steroid hormones in the
body, particularly if you have taken high doses for long periods of time.
The effects includes:

- Slowing of growth in children and adolescents

- Thinning of the bones

- Cataract and glaucoma

- Weight gain

- Rounded (moon shaped) face (Cushing’s Syndrome)

Your doctor will check you regularly for any of these side effects and
make sure you are taking the lowest dose of AIREST to control your
asthma.

* Uneven heart beat or heart gives an extra beat (arrhythmias). Tell your
doctor, but do not stop taking AIREST unless they tell you to stop.

e Increase in the amount of sugar (glucose) in your blood
(hyperglycaemia). If you are diabetic, you may need to observe your
blood sugar more often and possibly adjust your regular diabetes
treatment.

¢ Changes in behavior such as anxious mood, sleep disturbances and
unusual active or restless behavior (these effects are usually seen in
children).

« Painful, swollen joints and muscle aches

If you notice any side effects not mentioned in these instructions for use,

inform your doctor and pharmacist.

5. How to store AIREST?
Keep out of the reach and sight of children.
Store at room temperature below 30 °C in a dry place.

Use in accordance with the expiration date.

Do not use AIREST after the expiration date on the packaging.

If you realize any defect in the product and/or its protective package, do
not use AIREST and return it back.
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